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p ff vi a Pif R/ ARGUMENTS 
Claims 2-13 18-31, 33-43, and 45-54 remain in this application. Claims 1. 14-17, 32 
and 44 were canceled. Claims 2-7, 10, 13, 18, 20-29, 31, 33, 35, 37, and 39-42 havebeen 
amended. Claims 51-54 were added above. Attached hereto is a marked-up version of the 
changes made to the claims by the current amendment. The attached page is captioned 
"Version with marking t" changes made.!! 

The Office Action rejected claims 1-3, 5-6, 10, 16, 18, 20-27, 29, 31-33, 37, and 39-42 
under 35 U-S.C. 1 1 2, second paragraph, as being indefinite for failing to particularly point out 
and distinctly claim the subject matter which applicant regards as the invention, because of the 
use of parenthesis for the range of the UV radiation "(240-280 nm)", and to identify Bacillus 
Stearothermopbilus "(ATCC 7953)". The Office Action suggested that it would be clearer for 
example to use the following: in the range of 240 to 280 nm in the above mentioned clanns. 
Although this objection is traversed, the claims were amended above to eliminate the use of 
parenthesis. Therefore, it is respectfully requested that the 35 U.S.C. §112 rejection of the 

claims be withdrawn. 

Claims 1-10 are rejected under 35 U.S.C 103(a) as being unpatentable over Clark et al 
(U.S.P.N. 5,786.598) in view of Matner, Shalaby, Dunn, and Heyl. The Office Action states: 

••With respect to claims 1-19, Clark et al teaches a process and an 
apparatus for sterilizing a medical device (col. 1, lines 7-20) compnsmg 
following concepts: subjecting a medical device (col. 1. lines 13-15) to UV 
radiaTn (coTTlines 60-62) in the range of 240-280 NM(col. 3, hne 3y using 
ierly value at east 3.9 mj/cm-2 (col. 8, lines 10-12). In addition; Clark et al 
Se7ate^ 

the energy values in the claims full within the teaching of Clark et al energy 
v^uTSc (c^S, lines 10-12) which contains a specific low range value and a 
LedfiS range value. Clark et al goes on to further teach of specific energy 
S3*, this range (col. 8, lines 1 1-12). Moreover, 
following concepts; the application of UV radiation to V°» 50 T 
s V>- the Ssase of at least one pulsed radiation source (col. 6, line 26 and col. 3, 
finest vaZ s time ranges for applying the radiation which all the values m 
de claim fells into (col. 8, lines 12-19); more than 1 radiation source (cot 6 line 
26); radiation sources pulse substantially simultaneously (col. 10, hne > 35-37, 
since the reference establishes multiple flash lamps using time ranges wtoch 
encWpass all the time values of the claims); flash lamps comprises a reflector 
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and a lamp (figure 1, 22) wherein the fluence of each is at the focal of 
reflector (figure 1 , 22:20); pulsed radiation source m most three pulses (col. y, 
unes 67 col- 10, lines 33-37); wherein the medical dev.ee is in a container 
4 Une^5-57); container does have a transmissivity to UV radiation bu no 
solcinc value was suggested (col. 4, lines 30-32); medical device is a con act 
ZTs (col 4 lines 55-57); contact lens blocks at least 50% of the UV radiation 
S 4 hnesT6-17, since the contact lens transmits more man about 1% which » 
Equivalent to blocking UV radiation to at least 50%); and container composes an 

concepts: D values specific for Bacilhis Stearothermophilus ATCC 7J53, 
radiation is produced by a laser; determining the D value of Bacillus 
Stearothermophilus ATCC 7953 by mathematical Relationship, and a specific 
^missivityvalueforthe container. However; Clark et al does^vide 
examples of applying UV radiation to various types of ^^^^ 
wherein the D values of the spores is inherently represented by achieving a 
sterility of assurance level of at least 10^6. „„ A ™ 

With respect to claims 20-41 , Clark et al teaches a process and an 
apparatus for sterilizing a medical device (col. 1, lb- ^-20) C ^^L 
foUowing concepts: modifying radiation from a radiahon source to eliminate 
wlvShs which would damage medical device 38) » 
medical device is in a hermetically sealed container (col. 8 lines 37-39) 
container comprises a non-preserved aqueous solution (col. limes 10-13) 
conSner is trlrnissive to Ration in subs^tially all *"*J"^^" 
45-55)- the use of packages or containers is disclosed made of thermoplastics 
£>1 3 line 48 and col. 1, lines 29-30); at least one flash lamp containing , a rare 
^ a! 'acinous component (col. lO.lines 20-25); « , apparatus, shght-ttght 
(col 8 lines 38-39); and forming a contact lens (col. 5, lines 43-61). 
( ' With respect to claims 20-41, Clark et al does r^t teach flowing 
concepts: D values specific for Bacillus Stearothermophilus ATCC 7953, 
radiation is produced by a laser; deteimimngtheD value of Bacillus 
Stearothermophilus ATCC 7953 by a mathematical relationship; »^* c 
transmissivity value for the container; and container comprises a hd and a bowl. 

With respect to claims 42-50, Clark et al teaches aprocess and an 
apparatus for sterilizing a medical device (coL 1, Unes ^O^mpnsmg ^ 
foSowing concepts: at least one reflector directs radiation from ^^ d ^ 
source to a treatment area (figure 1, 1 8-22); treatment area is located at the focal 
plane of reflector (figure 8, 18:22 and the unlabeled rays); reflectors have 
^ced^flechongol. 6, ^^^f^^^t^ 
ultraviolet radiation reaching the medical device (col. 6, ^f/ 5 "^; 
addition; Clark et al teaches of a capacitance and a potential (col. 10,hnes 1-8), 
however; Clark et al does not provide specific values for capacitance and for 
potential. Since the claims are trying to exactly accomplish what Clark et al 
Caches then it is inherent in the apparatus of Clark et al to encompass the same 
values for capacitance and a potential. 

wSespect to claims 42-50, Clark et al does not teach 
concepts: D values specific for Bacillus Sstearothermophilus ATCC 7953, 
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radiation is produced by a laser; determining the D value of Bacillus 
Stearotheimophilus ATCC 7953 by a mathematical relationship; "PC"™ 
transmissivity value for the container, container comprises a hd and a bowl, 

values for capacitance and for potential; and radiation sources are 

^ ^m%ect to claims 1. and 15-16, Matner et al teaches of a method for 
determining the efficacy of sterilization cycle (col.l, lines 7-8) wherein it is 
^rS ule Bacillus Stearothermophilus ATCC 7935 to verify how efficient a 

^ tS2S S does D values specific for Bacillus 

Stearothermophilus ATCC 7953; forming contact lens: radiation is produced by 
a laser; determining the D value of Bacillus Stearothermophilus ATCC 7953 by 
a mathematical relationship; a specific transmissivity value for tewm 
container comprises a lid and a bowl; specific range values for capacitance and 
for potential; and radiation sources are wired in series. 

P Wfc respect to claims 1. and 15-16, Shalaby et al teaches of 
sterilization comprising, col. 2, lines 20-22; radiation source col. 2, lines 20-48. 
wherein me concept of D-value is and its importance to sterility assurance level 
fex^rfel colllines 28-65; also the D-values ^ Backus Stea^rmcphaus 
are shown, columns 6-11 (examples 1-6). Furthermore; Shalaby teaches of 
known mathematical relationship between transmissivity, and D-values, col. 3, 

lines ^ ^ dQes not teach the fouowing; radiation is produced by a 

laser, a specific transmissivity value for the <» n ^ e ^ con ^ e ^3S^ n 
and a bowl; specific range values for capacitance and for potential, and radiation 

. ^w*»tS*". 13, le.WWMT^***^* 

a method for sterilizing packaging of medical devices (col 1, lines 17-ZlJ 
wherein a laser is used 9col. 2, lines 17-22); a container with at least 50 A 
^mTssiXo UV light is used (col. 6, lines 15-20); and specific range values 
fo^Sa^e and for^tennal (col. 22, lines 23-25); andradiahon sources are 

wired in series (figure 3, 358). 

Dunn et al does not teach of container comprising a lid and a bowl. 

With respect to claim 33, Heyl et al teaches of a method for stenhzmg 
and disinfecting, col. 1, lines 1 1-16, wherein the container comprises a hd and a 

b0Wl ' ihus'S wo^Le been obvious and one having ordinary skill in the art 
would have been motivated to combine the teaching of Clark et a for a system 
Z arXd of sterilizing amedical device by allying UV radiation to, spor* 
with another art-known in the detennining the efficacy of sterilization cycles by 
^eciSly using Bacillus Stearothermophilus (ATCC 7935) bactenal spo« >for 
the known and expected results that the bacterial spore is recognized as the most 
SSmTorm of bacterial life and farther all test for determining sterilization 
efficacy use it." 
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Applicants traverse all the rejections above for all the reasons in the earlier Amendment 
filed April 1 9, 2001 ; however, in an effort to move this application to allowance, Applicants 
amended the claims herein. Applicants may decide to pursue the broader claims at a later time 

in a divisional application. 

The broadest process claim proves for a method of sterilizmg a contact lens within a 
convener comprising the step of subjecting said contact lens to ultraviolet radiation in the 
range of 240 to 280 nm, wherein said contact lens is in a hermetically sealed container, and 
further wherein said container is transmissive to at least 50 % of said radiation in the range of 
240 to 280 nm *..w™ti,11v all directions. Clark teaches a contact lens container m wh.ch 
the lidstock comprises foil (col. 7, line 67). Foil is not transmissive to uv radiation. Clark 
states that the pulses of light are directed at the top of the polyolefin panel 54 and at the sides 
of the blister (col. 8, lines 6-8), and as a result, the microorganisms at the interior of the 
blister are deativated (col. 8, lines 20-22). Additionally, Clark shows the radiation d.rected at 
the blister in Figures 4 and 6. Clark no where teaches nor suggests that the process of 
sterilizing a contact lens in a container should be modified so that the contact lens container is 
transmissive to at least 50 % of said radiation in the range of 240 to .280 nmm ^Mnhdly, 
all directions, as Applicants have claimed. Additionally, Clark provides no motivation to 
modify its process, because Clark states that the method disclosed therein deactivates the 
microorganisms. Clark and all the other cited references fail to teach or suggest modifying 
Clark's process of sterilization to use a container that is transmissive to at least 50 % of said 
radiation in the range of 240 to 280 nm in substantially all directions. Therefore, Applicants 
respectfully request the withdrawal of the rejection and the allowance of the process claims 
claims 2-13, 18-31, 33-4\, and 51-54. 

Regarding the apparatus claims, claim 42 claims an apparatus for delivering UV 
radiation to a medical device for sterilization comprising: at least one radiation source and a 
reflector for each said radiation source wherein at least one said reflector directs radiation 
from each said radiation source to a treatment area, such that at least 3 J/cm 2 broad spectrum 
radiation of which at least 50 mJ/cm 2 of said radiation is UV radiation in the range of 240 to 
280 nm reaches said treatment area, said treatment area is located at the focal plane of said 
reflector, and further said treatment area is where said medical device is placed to receive the 
radiation wherein said apparatus further comprises a power supply which has a car^ceof 



gn tn 1 fin rnicroFarad . 
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No where does Clark or any other reference teach or suggest the particular apparatus 
that Applicants claim. No reference cited by the Office Action teaches or suggests the 
capacitance values that Applicants have specified. 

For all the reasons herein and for the reasons stated in the Amendment filed April 1 9, 
2001, that is incorporated herein by reference, especially regarding the rejections of the 
dependent claims, Applicants respectfully request that the rejections of the claims be 
withdrawn and that this application consisting of claims 2-13,18-31, 33-13 and 45-54 be 
allowed to issue as a patent. 

Applicants respectfully request that a timely Notice of Allowance be issued in this case. 

Respectfully submitted, 




Reg. No. 36,566 



Johnson & Johnson 

One Johnson & Johnson Plaza 

New Brunswick, NJ 08933-7003 

(732) 524-2724 

Dated: November 16, 2001 
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wttSinN WITH ^ AnmNr.S TO ™™ rH ANKES MADE 
In the Claims : 

Claims 1, 14-17, 32 and 44 were canceled. 

Claims 2-7, 10, 13, 18, 20-29, 31, 33, 35, 37, 39-42 were amended as follows: 

2 (Amended once) The process of claim 52 [1] wherein to provide a sterility 
assurance level of 10* said spore is exposed to at least 41 mJ/cm 2 of said UV radiation inthe 
rangeof [Q240 to 280 nm[)] during said subjecting step. 

3 (Amended once) The process of claim 52 [1] wherein to provide a sterility 
assurance leve. of 10*. said spore is exposed to at least 52 mW of said UV radiation inthe 
range of r(1240 to 280 nm[)]during said subjecting step. 

4. (Amended once) The process of claim 5J! [1] wherein said radiation is delivered 
to said spore by at least one pulsed radiation source. 

5. (Amended once) The process of claim 4 wherein each pulse delivers at least 20 
mJ/cm 2 UV radiation in the ranee of r(1240 to 280 nmD]to said spore. 

6. (Amended once) The process of claim 52 [1 ] wherein at least 18 mJ/cm 2 UV 
radiation from 10240 to 280 nm[)] is delivered in less than 1 millisecond to said spore. 

7. (Amended once) The process of claim 51 [1], wherein said radiation is delivered 
by more than 1 radiation source. 

10. (Amended once) The process of claim 9, wherein said flash lamps each comprise 
a reflector and a lamp wherein the fluence of each of said flash lamps at the focal plane of 
said reflector is at least 45 rnW UV radiation intitej a iu 3 eoX[(]240 to 280 nm[)]. 

13. (Amended once) The process of claim 51, wherein said radiation is produced by 
a laser. 

- 12 - 
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18. (Amended once) The process of claim 51 [17], wherein said contact lens blocks 
at least 50 percent of the UV radiation in the range of [Q240 to 280 nm[)]. 

20. (Amended once) The [A] process of dajmJSl [sterilizing a medical device 

comprising: . , 

subjecting said medxeal device to ultraviolet radiation] wherein the minimum 

total energy density of said ultra™!* radiation iu^ngeof [Q240 to 280 nm[)]to 
microorganisms on said [medical device] contact lens ia at least 18 mJ/cm 2 . 

21 . (Amended once) The process of claim 20, wherein the minimum total energy 
density of said ultraviolet radiation in the range of [0240 to 280 nm[)] to said 
microorganisms is at least 30 mJ/cm 2 . 



22. (Amended once) The process of claim 20, wherein the minimum total energy 
density of said ultraviolet radiation in the range of [(]240 to 280 nmL)] to said 

microorganisms is at least 36 mJ/cm . 

23 (Amended once) The process of claim 20, wherein said minimum total energy 
density of said ultraviolet radiation inAe^nge^[(]240 to 280 nm D ] » <Wiv«d to said 
microorganisms in less than 20 seconds. 

24 (Amended once) The process of claim 21, wherein said minimum total energy 
density of said ultraviolet radiation mth^rangeof [Q240 to 280 nm[)J is delivered to said 
microorganisms in less than 1 second, 

25 (Amended once) The process of claim 21 . wherein said minimum total energy 
density of said ultraviolet radiation injher^geof [(]240 to 280 nm[)] is delivered to said 
microorganisms in less than 1 millisecond. 
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26 (Amended one ) The process of claim 22, wherein said minimum total energy 
density of said ultraviolet radiation injhexan^of [Q240 to 280 nm[)] is delivered to said 
microorganisms in less than I millisecond. 

27 (Amended once) The process of claim 20, wherein said radiation is provided by 
a pulsed radiation source which provides at least 20 mJ/cm 2 ultraviolet radiation in the range 
of_[(]240 to 280 nm[)] per pulse to said microoganisms. 

28. (Amended once) The process of claim 20, wherein prior to said subjecting step is 
the step of modifying radiation from a radiation source to eliminate wavelengths which 
would damage said [medical device] contact lens. 

29. (Amended once) The process of claim 21, [wherein said-medical device is in a 
hermetically sealed container and] wherein said minimum total energy density of said 
ultraviolet radianon in^herangeof [(]240 to 280 nm[)] which reaches said microorganisms, 
further reaches said contents of said container whereby the entire contents of said container 
and said medical device are sterilized. 

31. (Amended once) The process of claim 30 wherein said container is transmissive 
to at least 50 % of said ultraviolet radiation in the ranRe _ o X[(J240 to 280 nm[)]. 

33 (Amended once) The process of claim 51 [32] wherein said container comprises 
a lid and a bowl, wherein said lid and said bowl comprise thermoplastics and said lid and said 
bowl are transmissive to at least 50% of said radiation in the range of [(]240 to 280 nm[)] in 
substantially all directions. 

35 . (Amended once) The process of claim 34 [wherein said medical device is a 
contact lens, and] wherein said subjecting step follows the steps of: 

(a) forming a contact lens; 

(b) placing said contact lens in a container; and 

(c) moving said container into an apparatus comprising a radiation source; 

and wherein said apparatus is light-tight during said subjecting step. 
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Receivedfrom < > at 11116/01 9:51:41 PM [Eastern Standard Time] 



NOU 16 '01 22:23 FR J CORP. TO 5T7038729310 P. 22/23 



Serial No. 09/259,758 

37 (Amended once) The process of claim 35 wherein said medical device comprises 
a contact lens comprising UV-blocker which blocks greater than 50 % of the radiation mthe 
^n freM^AOtn 280 nm [between 240-280 ran]. 

39. (Amended once) The process of claim 37 wherein, the amount of said ultraviolet 
radiation mjhe_ranseof.[(]240 to 280 nm[)J delivered to said contact lens is between 18 
mJ/cm 2 and 150 mJ/cm 2 . 

40 (Amended once) The process of claim 39 wherein said flash lamps deliver at 
least 80 mJ/cm 2 total UV radiation in thereof [Q240 to 280 mn[)] per flash to said 
container. 

41 (Amended once) The process of claim 39 wherein said flash lamps deliver at 
least 100 mJ/cm 2 total UV radiation in the range of [(]240 to 280 nm[)] per flash to sa.d 
container. 

42. (Amended once) An apparatus for delivering UV radiation to a medical device 

for sterilization comprising: 

at least one radiation source and a reflector for each said radiation source wherein at 
least one said reflector directs radiation from each said radiation source to a treatment area, 
such that at least 3 J/cm 2 broad spectrum radiation of which at least 50 ml/cm 2 of satd 
radiation is UV radiation in the range of m240 to 280 nm D ] reaches said treatment area, said 
treatment area is located at the focal plane of said reflector, and further said treatment area is 
where said medical device is placed to receive the radiation^nrl said ap paratus further 

.nrnpri.es a OOV- -T P 1 * W " ch h » S * ™" d " e ° f 80 tn 1 60 ^i™ 1 ^ 



Claims 51-54 were added as follows: 

-51. A process of sterilizing a contact lens within a container comprising the step of: 

subjecting said contact lens to ultraviolet radiation in the range of 240 to 280 
nm, wherein said contact lens is in a hermetically sealed container, and further wherein said 
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container is transmissive to at least 50 % of said radiation in the range of 240 to 280 nm in 
substantially all directions. 

52. The process of claim 5 1 wherein said subjecting step further provides: 
subjecting said medical device to ultraviolet radiation whereby the D valuc of Bacillus 

^rnthermophilus. ATCC 7953, is at least 3.9 mJ/cm 2 ultraviolet radiation in the range of 
240 to 280 nm to the spore. 

53. The process of claim 52, wherein said D valuc of Bacillus stcarothermophilus, ATCC 
7953, can be determined for a container by dividing 3.9 mJ/cm 2 by the transmissivity of said 
container exposed to said radiation source. 

54. The process of claim 53, wherein the D vatu « of Bacillus stearothermophilug is at least 
7.8 mW ultraviolet radiation in the range of 240 to 280 nm to the outside of said container, 
said container has a 50 % transmissivity to said ultraviolet radiation in the range of 240 to 
280 nm.~ 
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